Important: always follow the Sponsor’s Standard Operating Procedures and / or guidance with regards to the generation of study-related documentation. When using this template it is recommended that the Sponsor / monitor reviews and signs off the document in advance of the trial commencing.

Delegation of Duties Log  
	Study Number:
	
	
	Study Title:
	
	
	Site ID:
	


	Investigator Name:
	


Legend

Use this legend to complete the ‘General Duties’ column. For each individual listed in the ‘Name’ column, enter the letter(s) (eg, a c, e) from the legend below that correspond to their protocol-related duties in the ‘General Duties’ column. If there are significant protocol related duties that are not already included in the legend, add them in the empty spaces provided below.

	a. Study discussion, presentation of benefits/risks 
	h. Safety assessment, expectedness (amend/update)
	<<Study procedures (important to list all) e.g. clinical assessments, include any study specific assessments as a separate duty>>

	b. Informed consent 
	i. Adverse event recording, SAE reporting
	<<ensure legend includes all study activities and procedures as per the Trial Protocol>>

<<An independent quality control (QC) check should be completed by a second person and/or the sponsor/monitor>>

	c. Screening procedures
	j. IMP accountability
	

	d. Medical history / eligibility assessment
	k. Maintenance of regulatory documents / investigator’s site file

	

	e. Randomisation 
	
	

	f. IMP e.g. prescribing / dispensing (amend/update)
	
	

	g. Data collection / completion of CRFs (amend/update)
	
	


The principal investigator should sign below during the Site Initiation Visit, and should sign off after the Study Close-out Visit.
PI statement: I have reviewed the information on this log and have found it to be accurate. All delegated duties were performed with my authorisation.

Principal Investigator Signature: _________________________________________
Site Initiation Visit (SIV) date: _________________________

Delegation of Duties Log  

	Study Number:
	
	
	Study Title:
	
	
	Site ID:
	


	Investigator Name:
	


This log should include the Principal Investigator, co-investigator(s), trial/study coordinator(s), and all other clinical staff who routinely see trial subjects or who have specific data
 collection/interpretation duties. This log should also include any contracted specialists performing protocol-required examinations. Add new or replacement staff as appropriate.

	Name
(please print)
	Trial Role
	General Duties
(as per legend)
	Initials
	Signature
	Date of Duties
	Principal Investigator Signature
	Date of PI Signature
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(dd-MMM-yyyy)
	To 

(dd-MMM-yyyy)
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